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TO 915712730588 P. 03/12 



AMENDMENT 

U.S. Appln, No. 10/766,748 

Amendment* to the Claims: 

This listing of claims will replace all prior versions and listings of claims in this application: 

Tjsting of Claims: 
In the Claims: 

1. (Previously Amended) A process for preparing an inhalable powder, wherein N+m 
substantially equal portions of an excipient having a larger average p article size [distribution] 
and N equal portions of an active substance having a smaller ayeragejarticle size 
[distribution] are added in alternate layers into a suitable mixing vessel and after all the 
excipient and active substance have been added the 2N+m layers of the two components are 
mixed together using a suitable mixer, wherein a portion of the excipient having the larger 
particle size is added first, and wherein N is an integer >5 and m denotes 0 or 1 . 

2. (Cancelled) 

3. (Original) A process according to claim 1, characterised in that the individual portions 
of excipient and active substance are added in layers through a suitable screening apparatus. 

4. (Original) A process according to claim 1, characterised in that m denotes 1 . 

5. (Original) A process according to claim 1 , characterised in that the inhalable powder 
obtained contains less than 5% of active substance. 

6. (Original) A process according to claim 5, characterised in that the inhalable powder 
obtained contains less than 2% of active substance. 

7. (Amended) Aprocess according to claim 1, characterised in that the active substance 
j has a n average particle size of from 0.5 to 10 um. 

8. (Amended) A process according to claim 7, characterised in that the active substance 
has an average p article size of from 1 to 6 um. 
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9. (Amended) Aprocess according to claim 1, characterised in that the excipient has an 
average [mean] particle size of from 10 to 100 ^m. 

10. (Amended) A process according to claim 9, characterised in that the excipient has an 
average [mean] particle size of from 15 to 80 nm. 

11. (Original) Aprocess according to claim 1, wherein the excipient is a single excipient or 
a mixture of different excipients . 

12. (Original) Aprocess according to claim 1, characterised in that the excipient consists of 
a mixture of coarser excipient with an average particle size of 15 to 80 >im and finer excipient 
with an average particle size of I to 9 Jim, the proportion of finer excipient constituting 1 to 
20% of the total amount of excipient. 

13. (Original) A process according to claim 1 > wherein the active substance is a single 
active substance or two or more different active substances. 

14. (Original) A process according to claim 1 , characterised in that the active substance 
consists of one or more compounds selected from among the betamimetics, anticholinergics, 
corticosteroids and dopamine agonists. 

15. (Original) An inhalable powder obtained by the process according to claim 1 . 

16. (New) The process according to claim 1 wherein the active substance is selected from 
the group consisting of betamimetics. anticholin ergics, corticosteroids, dopamine agonists, 
and pharmaceutical^ acceptable salts, solvates or hv drates thereof, and mixtures thereof 

17. (New) The process according to claim 16 wherein the active substance consists of an 
anticholiner gic compound or its pharmaceutical^ accep table solvate, hvdrate or salt. 

18. (New) The process according to claim 17 wherein the ant icholinergic compound 
comprises tiotropium. 
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19 . (New) ^- r ^« wording to clai m 17 j 5toa A^ 
ofthg a nh>hnliner pic com pound comprise tiotropium bromide. 

20. frHv) TVia r m^ wording to ulnim 17 wherein the pharmaceutical^ acceptable 
solvate Af h ydrate of the a n ticholinergic compound comprises tiotropium bromide 
monohvdrate. 

21. (New) The process acc ordin g to claim 1 wherein the excinient is selected from the 
groan consistin g of monosaccharides, disaccharides, oligosaccharid es polysaccharide^ 
pni ynlcfthok- salts, and m ivnires thereof, each optionally in its hydrate forms, 

22. (New) The process according to clai m 2 1 wherein th e recipient consists pf a 
mon osaccharide or a disac charide. or a combination thereof. 

23. (New) The process according to claim 21 wherein the excipient co nsists of glucose or 
lactose or a combination thereof, each optionally in its hydrate form. 

24. (New) The process according to c laim 22 wherein the excioient consists of a 
disaccharide. 

25. (New) The process according to claim 23 whe rein the excipient consists of lactose or 
lactone monohvdrate. 

26. (New) The inhalable powder according to clai m 15 wherein the active substance is 
selected from the group consisting of betamimetics. anticholinergics, corticosteroids, 
do pamine agonists, and pharmaceutical^ accep table salts, solvates or hydrates thereof, and 
mixtures thereof. 

27. (New) The inhalable powder according to claim 26 whe rein the active substance 
consists of an anticholinergic compound or its pharmaceutical^ acceptable s olvate, hydrate 
or salt. 
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28. (New) Th„ inlmlahlBpnwder according tn claim 27 wherein the anticholinergic 
compound consists o f tiotropium. 

29. (New) The inhalable po wder recording to claim 27 wherein the phannaceutically 
aose giable salt of the ajttifihatffl fit gis compound consists of tiotropium bromide. 

30. (New) The inhalable powder according to claim 27 wherein the pharmaceutical^ 
ACftw ptuhle solvate or hvdrate of the antichol i nftrpic compound consists of tiotropium bromide 
monohvdrate. 

31 . (New) The inhalable powder accord i ng to claim 1 wherein the excipient jg selected 
frnm the group consisting of monosaccharides, disaccharides. oligosaccharides, 
polysaccharides, nolvalcohnls. salts, and m ixtures thereof, each optionally in its hydrate form, 

32. (New) The inhalable powder according to claim 3 1 where in the excipient consists of a 
monosaccharide or a disaccharide or a comb ination thereof. 

33. (New) The inhalable powder accor ding to claim 32 wherein the excipient consists of 
glucose or lactose or combinations th ereof, each optionally in its hvdrate form. 

34. (New) The inhalable powder according to claim 32 where in the excipient consists of a 
disaccharide. 

35. (New) The inhalable powder according to claim 33 wherein the excipient consists of 
lactose or la ctose monohvdrate. 
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Amendments to the Claims: 

This listing of claims will replace all prior versions and listings of claims in this application: 

Listin g of Claims: 
In the Claims: 

1. (Previously Amended) A process for preparing an inhalable powder, wherein N+m 
substantially equal portions of an excipient having a larger average particle size and N equal 
portions of an active substance having a smaller average particle size are added in alternate 
layers into a suitable mixing vessel and after all the excipient and active substance have been 
added the 2N+m layers of the two components are mixed together using a suitable mixer, 
wherein a portion of the excipient having the larger particle size is added first, and wherein N 
is an integer >5 and m denotes 0 or 1 . 

2. (Previously Cancelled) 

3. (Original) A process according to claim 1, characterised in that the individual portions 
of excipient and active substance are added in layers through a suitable screening apparatus. 

4. (Original) A process according to claim 1, characterised in that m denotes 1 . 

5. (Original) A process according to claim 1, characterised in that the inhalable powder 
obtained contains less than 5% of active substance. 

6. (Original) Aprocess according to claim 5, characterised in that the inhalable powder 
obtained contains less than 2% of active substance. 

7. (Currently amended) A process according to claim 1, characterised in that the active 
j substance has a n average particle size of from 0.5 to 10 um. 

8. (Currently amended) A process according to claim 7, characterised in that the active 
substance has an averaee particle size of from 1 to 6 um. 
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9. (Currenlty amended) A process according to claim 1, characterised in that the excipient 
has an average meae particle size of from 10 to 100 urn. 

10. (Currenlty amended) A process according to claim 9, characterised in that the excipient 
has an average mean particle size of from 15 to 80 urn. 

1 1 . (Original) A process according to claim 1 , wherein the excipient is a single excipient or 
a mixture of different excipients. 

12. (Original) A process according to claim 1, characterised in that the excipient consists of 
a mixture of coarser excipient with an average particle size of 15 to 80 um and finer excipient 
with an average particle size of 1 to 9 um, the proportion of finer excipient consulting 1 to 
20% of the total amount of excipient 

13. (Original) A process according to claim 1 , wherein the active substance is a single 
active substance or two or more different active substances. 

1 4. (Original) A process according to claim 1 , characterised in that the active substance 
consists of one or more compounds selected from among the betamimetics, anticholinergics, 
corticosteroids and dopamine agonists. 

15. (Original) An inhalable powder obtained by the process according to claim 1 . 

16. (Previously added) The process according to claim 1 wherein the active substance is 
selected from the group consisting of betamimetics, anticholinergics, corticosteroids, 
dopamine agonists, and pharmaceuucaUy acceptable salts, solvates or hydrates thereof, and 
mixtures thereof. 

17. (Currently amended) The process according to claim 1 6 wherein the active substance 
eemprises- consists of a n anticholinergic compound or its pharmaceutically acceptable 
solvate, hydrate or salt. 
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18. (Previously added) The process according to claim 17 wherein the anticholinergic 
compound comprises tiotropium. 

19. (Previously added) The process according to claim 17 wherein the pharmaceutical^ 
acceptable salt of the anticholinergic compound comprises tiotropium bromide. 

20. (Previously added) The process according to claim 17 wherein the pharmaceutically 
acceptable solvate or hydrate of the anticholinergic compound comprises tiotropium bromide 
monohydrate. 

21. (Previously added) The process according to claim 1 wherein the excipient is selected 
from the group consisting of monosaccharides, disaccharides, oligosaccharides, 
polysaccharides, polyalcohols, salts, and mixtures thereof, each optionally in its hydrate 
forms. 

22. (Currently amended) The process according to claim 2 1 wherein the excipient 
c.nmprineG consists of a monosaccharide or a disaccharide, or a combination thereof. 

23. (Currently amended) The process according to claim 21 wherein the excipient 
cnmpriGoa consists of g lucose or lactose or a combination thereof, each optionally in its 
hydrate form. 

24. (Currently amended) The process according to claim 22 wherein the excipient 
compris e s consists of a disaccharide. 

25. (Currently amended) The process according to claim 23 wherein the excipient 
| onmpriflos consists of lactose or lactose monohydrate. 

26. (P reviousI y added) The inhalable powder according to claim 1 5 wherein the active 
substance is selected from the group consisting of betamimetics, anticholinergics, 
corticosteroids, dopamine agonists, and pharmaceutically acceptable salts, solvates or 
hydrates thereof, and mixtures thereof. 
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27. (Currently amended) The inhalable powder according to claim 26 wherein the active 
substance nnmprinen consists of an anticholinergic compound or its pharmaceutical^ 
acceptable solvate, hydrate or salt. 

28. (Currently amended) The inhalable powder according to claim 27 wherein the 
anticholinergic compound comprises consists of t iotropium. 

29. (Currently amended) The inhalable powder according to claim 27 wherein the 
pharmaceutical^ acceptable salt of the anticholinergic compound comprises consistiof 
tiotropium bromide. 

30. (Currently amended) The inhalable powder according to claim 27 wherein the 
phannaceutically acceptable solvate or hydrate of the anticholinergic compound compris e s 
consists of t iotropium bromide monohydrate. 

3 1 . (Previously added) The inhalable powder according to claim 1 wherein the excipient is 
selected from the group consisting of monosaccharides, disaccharides, oligosaccharides, 
polysaccharides, polyalcohols, salts, and mixtures thereof, each optionally in its hydrate form. 

32. (Currently amended) The inhalable powder according to claim 3 1 wherein the 
excipient eomprisGG consists of a monosaccharide or a disaccharide or a combination thereof 

33. (Currently amended) The inhalable powder according to claim 32 wherein the 
excipient comprises consists of g lucose or lactose or combinations thereof, each optionally in 
its hydrate form. 

34. (Currently amended) The inhalable powder according to claim 32 wherein the 
excipient comprises consists of a disaccharide. 

35. (Currently amended) The inhalable powder according to claim 33 wherein the 
excipient comprises consists of lactose or lactose monohydrate. 
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